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DETAILED ACTION 

1. Claims 1-32 are pending. 

Election/Restrictions 
Restriction to one of the following inventions is required under 35 U.S.C. 121: 

I. Claims 1-14, drawn to method of and agent for treating a disease 
associated with decreased expression of AOP-1 gene or AOP-1, classified 
in class 514, subclass 44 or 2. 

II. Claims 15-16, drawn to diagnostic method for a disease associated with 
decreased expression of AOP-1 gene, classified in class 435, subclass 4. 

III. Claims 15-16, drawn to diagnostic method for a disease associated with 
decreased expression of AOP-1 , classified in class 435, subclass 4. 

IV. Claims 17-18, drawn to diagnostic kit for a disease associated with 
decreased expression of AOP-1 gene, classified in class 435, subclass 4. 

V. Claims 17-18, drawn to diagnostic kit for a disease associated with 
decreased expression of AOP-1, classified in class 435, subclass 4. 

VI. Claims 19 and 20, drawn to non-human transgenic animal suitable for the 
use as a pathologic model of a disease associated with decreased 
expression of AOP-1 gene or AOP-1, classified in class 800, subclass 13. 

VII. Claims 21-22, drawn to a transformed tissue or cell suitable as a model of 
a disease associated with decreased expression of AOP-1 gene or AOP- 
1 , classified in class 435, subclass 4. 
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VIIL Claim 23, drawn to a method for screening a material enhancing the 

expression, production, or function of AOP-1 using an transgenic animal 
tissue or cell model, classified in class 800, subclass 3. 

IX. Claims 24-28, drawn to method of screening a material enhancing AOP-1 
expression comprising contacting an in vitro expression system, a report 
gene expression system, a AOP-1 or target molecule to determine 
transcript expression levels, protein or target molecule levels, classified in 
class 435, subclass 375. 

X. Claims 29-32, drawn to method of screening a material enhancing AOP-1 
comprising contacting with AOP-1 or target molecule of AOP-1 to 
determine the antioxidant or peroxynitrite scavenging activity of AOP-1, 
classified in class 435, subclass 375. 

2. Restrictions 

The inventions are distinct, each from the other because of the following reasons: 
A. Inventions l-V, VIII, IX and X are unrelated methods. Inventions are unrelated if it 
can be shown that they are not disclosed as capable of use together and they have 
different modes of operation, different functions, or different effects (MPEP § 806.04, 
MPEP § 808.01). In the instant case the different inventions methods of treatment 
require different subjects and step then methods of diagnosis which require different 
steps and reagents than methods of screening for an agent. The method of treatment 
requires administering a gene, protein or small molecule to a subject with the outcome 
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of alleviating a disease associated with decreased AOP-1 , whereas a method of 
disagnosis uses a sample from a subject in a methodology that detects the levels of 
AOP-1 . In contract to both treatment and diagnosis methods, a screening method may 
not utilize a subject at all and may be done completely in vitro. 

B. Inventions ll-V and I, VI, VIII, IX are unrelated. Inventions are unrelated if it can 
be shown that they are not disclosed as capable of use together and they have different 
modes of operation, different functions, or different effects (MPEP § 806.04, MPEP § 
808.01). In the instant case the different inventions can be carried out independently. 
While the transgenic animal can be used to screening of agents, agents can be 
screening by in vitro method that do not employ a animal model. Similarly the 
transgenic animal of invention II would not be used in methods of treatment or methods 
of diagnosis. 

Because these inventions are distinct for the reasons given above and have 
acquired a separate status in the art because of their recognized divergent subject 
matter, restriction for examination purposes as indicated is proper. 

3. Species Elections 

A. Claims 7 are generic to a plurality of disclosed patentably distinct species 
comprising chronic heart failure, ischemic heart failure, ischemic heart disease, 
rheumatoid arthritis, neurodegenerative disease, hepatic disease or renal failure. 
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Applicant is required under 35 U.S.C. 121 to elect a single disclosed species, even 
though this requirement is traversed. 

Should applicant traverse on the ground that the species are not patentably 
distinct, applicant should submit evidence or identify such evidence now of record 
showing the species to be obvious variants or clearly admit on the record that this is the 
case. In either instance, if the examiner finds one of the inventions unpatentable over 
the prior art, the evidence or admission may be used in a rejection under 35 
U.S.C. 103(a) of the other invention. 

B. Claims 24-28 are generic to a plurality of disclosed patentably distinct species 
comprising transformed cell, an in vitro expression system having a transcriptional 
regulatory region of AOP-1 gene and AOP-1 gene, a reporter gene to detect the 
expression level of AOP-1 gene, reporter gene, AOP-1, or a target molecule of AOP-1. 
Applicant is required under 35 U.S.C. 121 to elect a single disclosed species, even 
though this requirement is traversed. 

Should applicant traverse on the ground that the species are not patentably 
distinct, applicant should submit evidence or identify such evidence now of record 
showing the species to be obvious variants or clearly admit on the record that this is the 
case. In either instance, if the examiner finds one of the inventions unpatentable over 
the prior art, the evidence or admission may be used in a rejection under 35 
U.S.C. 103(a) of the other invention. 
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C. Claims group I, group ll-V, and group VII are generic to a plurality of disclosed 
patentably distinct species comprising chronic heart failure, ischemic heart failure, 
rheumatoid arthritis, neurodegenerative diseases, hepatic disease, or renal failure. If 
any one of groups l-V, VII is elected, applicant is required under 35 U.S.C. 121 to elect 
a single disclosed species, even though this requirement is traversed. 

Should applicant traverse on the ground that the species are not patentably 
distinct, applicant should submit evidence or identify such evidence now of record 
showing the species to be obvious variants or clearly admit on the record that this is the 
case. In either instance, if the examiner finds one of the inventions unpatentable over 
the prior art, the evidence or admission may be used in a rejection under 35 
U.S.C. 1 03(a) of the other invention. 

D. Claim 23 is generic to a plurality of disclosed patentably distinct species 
comprising transgenic animal, transformed tissue, or transformed cell. Applicant is 
required under 35 U.S.C. 121 to elect a single disclosed species, even though this 
requirement is traversed. 

Should applicant traverse on the ground that the species are not patentably 
distinct, applicant should submit evidence or identify such evidence now of record 
showing the species to be obvious variants or clearly admit on the record that this is the 
case. In either instance, if the examiner finds one of the inventions unpatentable over 
the prior art, the evidence or admission may be used in a rejection under 35 
U.S.C. 103(a) of the other invention. 
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Applicant is advised that the reply to this requirement to be complete must 
include an election of the invention to be examined even though the requirement may 
be traversed (37CFR 1.143). 

Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 CRF 1 .48(b) if one 
or more of the currently named inventors is no longer an inventor of at least one claim 
remaining in the application. Any amendment of inventorship must be accompanied by 
a petition under 37 CFR 1.48(b) and by the fee required under 37 CFR 1.1 7(i). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Marcia S. Noble whose telephone number is (571) 272- 
5545. The examiner can normally be reached on M-F 9 to 5:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ram Shukla can be reached on (571) 272-0735. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Marcia S. Noble 




